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which the term is qualified in the la-
beling to reflect the product’s intended 
use. 

(c) An article so qualified as to be 
represented as a drug must be the sub-
ject of an approved new animal drug 
application unless the use of the article 
under the conditions set forth in its la-
beling is generally recognized as safe 
and effective among experts qualified 
by scientific training and experience to 
evaluate the safety and effectiveness of 
animal drugs. 

§ 500.55 Exemption from certain drug- 
labeling requirements. 

(a) Section 201.105(c) of this chapter 
provides that in the case of certain 
drugs for which directions, hazards, 
warnings, and use information are 
commonly known to practitioners li-
censed by law, such information may 
be omitted from the dispensing pack-
age. Under this proviso, the Commis-
sioner of Food and Drugs will offer an 
opinion, upon written request, stating 
reasonable grounds therefore on a pro-
posal to omit such information from 
the dispensing package. 

(b) The Commissioner of Food and 
Drugs has considered submitted mate-
rial covering a number of drug prod-
ucts and has offered the opinion that 
the following drugs when intended for 
those veterinary uses for which they 
are now generally employed by the vet-
erinary medical profession, should be 
exempt from the requirements of 
§ 201.105(c) of this chapter, provided 
that they meet the conditions pre-
scribed in this paragraph. Preparations 
that are not in dosage unit form (for 
example, solutions) will be regarded as 
meeting the conditions with respect to 
the maximum quantity of drug per dos-
age unit if they are prepared in a man-
ner that enables accurate and ready ad-
ministration of a quantity of drug not 
in excess of the stated maximum per 
dosage unit: 

Atropine sulfate. As an injectable for cattle, 
goats, horses, pigs, and sheep, not in excess 
of 15 milligrams per dosage unit; as an 
injectable for cats and dogs, not in excess 
of 0.6 milligram per dosage unit. 

Barbital sodium. For oral use in cats and 
dogs, not in excess of 300 milligrams per 
dosage unit. 

Epinephrine injection. 1:1,000. For cats, dogs, 
cattle, goats, horses, pigs, and sheep (ex-
cept as provided in § 500.65). 

Morphine sulfate. As an injectable for dogs, 
not in excess of 15 milligrams per dosage 
unit. 

Pentobarbital sodium. For oral use in cats and 
dogs, not in excess of 100 milligrams per 
dosage unit. 

Phenobarbital sodium. For oral use in cats and 
dogs, not in excess of 100 milligrams per 
dosage unit. 

Procaine hydrochloride injection. Containing 
not in excess of 2 percent procaine hydro-
chloride, with or without epinephrine up to 
a concentration of 1:50,000. For use in cats, 
dogs, cattle, goats, horses, pigs, and sheep. 

Thyroid. For oral use in dogs, not in excess of 
60 milligrams per dosage unit. 

Subpart D—Requirements for 
Specific Animal Drugs 

§ 500.65 Epinephrine injection 1:1,000 
in 10-milliliter containers for emer-
gency treatment of anaphylactoid 
shock in cattle, horses, sheep, and 
swine. 

(a) Anaphylactoid reactions in cattle, 
horses, sheep, and swine occur occa-
sionally from the injection of anti-
biotics, bacterins, and vaccines. Ade-
quate directions for use of these anti-
biotics, bacterins, and vaccines can 
generally be written for use by the 
laity and thus are available to live-
stock producers. Epinephrine injection 
is effective for the treatment of 
anaphylactoid reactions in animals and 
would be of value in saving lives of ani-
mals if it were readily available at the 
time of administration of the causative 
agents. In connection with this prob-
lem the Food and Drug Administration 
has obtained the views of the Advisory 
Committee on Veterinary Medicine, 
and other experts, and has concluded 
that adequate directions for over-the- 
counter sale of epinephrine injection 
1:1,000 can be prepared. 

(b) In view of the above, the Commis-
sioner of Food and Drugs has concluded 
that it is in the public interest to make 
epinephrine injection 1:1,000 available 
for sale without a prescription provided 
that it is packaged in vials not exceed-
ing 10 milliliters and its label bears, in 
addition to other required information, 
the following statements in a promi-
nent and conspicuous manner: ‘‘For 
emergency use only in treating 

VerDate Aug<31>2005 09:52 Apr 29, 2008 Jkt 214070 PO 00000 Frm 00021 Fmt 8010 Sfmt 8010 Y:\SGML\214070.XXX 214070rf
re

de
ric

k 
on

 P
R

O
D

1P
C

67
 w

ith
 C

F
R


		Superintendent of Documents
	2016-05-31T15:54:59-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




